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GENERAL LICENSE

U. S.NUCLEAR REGULATORY COMMISSION

| REGISTRATION CERTIFICATE -- in vitro TESTING
/ WITH BYPRODUCT MATERIAL UNDER

APPROVED BY OMB: NO. 3150-0038 EXPIRES: 6-30-99

Estimated burden per response to comply with this mandatory i
. Hocti quest 7 minutes. The validatad registration serves
"} to suppliers of byproduct material that the registrant is entitied
byproduct material. - Forward comments rding burden
Information and Records Management
Regulatory Commission, Washington,
Paperwork Reduction Project (3150-0038),
Budget, Washington, DC 20503. NRC may

Management and
uct or sponsor, and &
P is not required to d to, a collection of # tion unless it
displays a cumently valid OMB comrol number.

Commission & validated copy of NRC Form 483 with a registration number.

Section 31.11 of 10 CFR 31 establishes & general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the practice of
veterinary medicine to possess certain small quantities of byproduct material for.in vitro clinical or laboratory tests not involving the intemnal or external
administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not
authorized until the physician, clinical faboratory, hospital, or veteriarian in the practice of veterinary medicine, has filed NRC Form 483 and recelved from the

. Safety Branch (T-8 F5)
Division of Industrial and Medical Nuclear Safety
_ Office of Nuclear Material Safety and Safeguards
. U.S. Nuclear Regulatory Commission.. .
) Washmgton, Dc 20555-0001

" (AtNRG,  registration number wil be assngned anda valldated copy
 of NRG Form 433 wil be retumed.) < }

B. In the box above, pnnt of, ress (lncludlng ZIP
Code), and telephone nu% egisiyant physician, clinical
taboratory, hospital, or vet rian in ff€ pfactice of veterinary
medicine for whom or for which this registration form is filed.

1. NAME AND ADD SS OF APPLIC T (See Instruction 3. B below) 2. APPLICATION (Check one box only)
. 1 hereby apply for @ registration number pursuant to 10 CFR 31, Section
q,:f;nen 6,0103 ' 31.14, for use of byproduct materials for:
Hegg =4 = -] A Myself, a duly licensed physician authorized to disperse drugsin
YOI" k Co / TQ |, the practice of medicine. BRI
Yor k P A { 7 405 /] B. The above-named clinical laboratory.
TELEPHONE NUMBER {include Area Code) C. The above named hospital.
A ? Yo — 7 72 g Q)d—o 126 2. D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: 4, REGISTRATION
A. Submit this form in duplicate to: REGISTRATION NUMBER:
Medical, Academic and Commercial Use 9098 -

MUCLEAR REGULATORY COMNISSION

(IF f%lg gnl %mal reg%tratzon leave this spacelganintzagrrnbg' lo be 1996

assigned by NRC. If this is a change of information from & previously
registered general Ncenss, include your registration number, )

6. If place of use is different from address listed above, give complete address:

6. CERTIFICATION :

| hereby cettify that.- - St el e e A b ;
A. Al information in this registration cemﬁeate is true and complete.

byproduct materials.

B. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct materia! will be used under the general
license of 10 CFR 31.11. The tests will be performed only by personnel competent n the use of the instruments and in the handllng of the

€. "I understand that Commission regutations ‘require that any change in the information fumished by a registrant on this registration certificate be
© reportedto the Diredor of Nuclear Materia! Safety and Safeguards within 30 days from the effectlve date of such change.

D - | have read and understand the provisions of Secbon 31.11 of NRC regulabons 10 CFR 31 (repnnted on the reverse side of this form); and |
© . - “understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses, uses,
‘or transfers under the general license for which this Registration Cettificate is ﬁled with the U.S. Nuclear Regulatory Commission.
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PRINTED OR TYPED NAME AND TITLE OF

%ABPN EU’S Or

8!‘&5”4‘/ €. Eek-berqss' of

1'olo.

",\RNING:

ANY MATTER WITHIN ITS JURISDICTION.

FALSE STATEMENTS IN THIS CERTIFICATE Ma

INALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN
ALL MATERIAL RESPECTS. 18 U.S.C. SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY
FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO

SIGNATURE OF APPLICANT DAT
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BE SUBJECT TEEIVIL AND/OR CRIMINAL
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§ 31 41 General license for use of byproduct materials for certain in
vitro ciWjgal or laboragpry tssting. :

~ fa) A QQW is hereby issu\sd to any physician, veterinarian
in the practice rinary medicine, clinicat laboratorv or hospital to
receive, acquire, posiess, transfer, or use, for any of the following stated
tests, In accordance with the provisions of paragraphs (b), (c), (d), (e},
and {f} of this section, the fol%owmg byproduct materials in prepack-
aged units:

{1) lodine-125, in units not exceedmg 10 microcuries each for use
In in vitro clinical or laboratory tests not involving internal or external
administration of byproduct material, or the radiation therefrom, to
human beings or animals.

{2} lodine-131, in units not exceeding 10 microcuries each far use
in In vitro clinical or laboratory tests not involving internal ar external
administration of byproduct material, or the rad;ation therefrom,

e A0 theprEEnDRiTIDe-Or BTMIBIS.

(3) Carbon-14, in units nét exceedmg 10 micracuries each for use '

In in vitro clinical ar laboratory tests not Involving’ Internal or exter({al
administration of byproduct material, ar the radiation therefrom, s
ta human beings or animals. ‘ ) .

) {4} Hydrogen 3 {tritium), In units not exceeding 50 microcurles
sach for use in in vitro clinical or lsboratory tests not involving internal
or external administration of byproduct material, or the .radlation
therefrom, to human beings er animals.

{5) lron 59, in units not exceeding 20 microcuries sach for use in in
vitro clinical or laboratory tests not involving internal or external
administration of byproduct material, or the radiation therefrom, to
human beings or animals, .

{6) Setenium-76, in units not exceeding 10 micracuries each for use
in in vitro clinical or laboratory tests not involving internal or external

. administration of byproduct material, or the radistion therefrom,

" 10 human beings or animals, :

(7} Mock lodine-125 reference or calibratibn sourcas, in units not .

exceeding 0.05 microcurie of iodine-129 and 0005 mxcroaur:e of

" americium-241 each for use In in vitro clinicat or 1aboratory tests not ~
involving internal or sxternal administration of byproduct material, or

the radiation therefrom, to human beings or animals,
(b} A person shall not recelve, acquire, possess, use ar transfer
byproduct material under the general ncense established by paragraph
- {a) of this section unless that person: ‘
{1} Has filed NRC Form 483, '"Registration Certificate—In Vitro

Tasting with Byproduct Material Under General License,” with the -~

Director of Nuclear Material Safety and Safeguards, U.S. Nuclear
Regulatory Commission, Washington, D.C, 20555, and received from

* the Commission”a validated copy of NRC Form 483 with registration
number assigned; or

{2) Has a license that authorizes the medical use of byproduct
material that was issued under Part 35 of this chapter.

{c} A person who receives, acquires, possessas or uses bypraduct
material pursuant to the general license established by paragraph {a) of
this section shall comply with the following:

(1) The general ficensee shall not possess at any ona time, pursuant

' 10 the general license in paragraph (a) of this section, at any one loca-
" tion of starage or use, a total amount of jodine 125. jodine 131'

selenium-75, and/or iron 59 in excess of 200 microcuries.
{2} The gemeral licensee shail store the bypegduct risterial, un

used, in the original shipping contasiner er jn a eomamer praovidi, \/

squivalent radiation protection,

{3} The general licensee shall use the byproduct material only for
the uses authorized by paragraph (a) of this section.

(4) The general licensee shall not transfer the byproduct materlal
except by transfer t0 a person authorized to recsive it by a license
pursuant to this chapter or from an Agreement State,! nor transfer the
byproduct materlal in any manner other than in the unopensd, labeled
shipping containar as received from the supplier.

{5} Tha general licensee shall digpose of the Mock lodine-125
reference or calibration sources described in paragraph {(a)(7) of this
section as required by § 20.301 of this chapter. :

{d) The generai licensee shall, mot reawe #equire; possessa or[use"
byproduct matenalmruam to nnrag@h ta)«nf this seation: -

{1} Except as prepackaged units which 4 \abaled in agcordance
with the provisions of a specific license issued under the provisions of
§ 32.71 of this chapter or in accordance with the provisions of a
specific license issued by an-Agreement State that authorizes menufac-
ture and distribution of lodine-125, iodine-131, carbon-14, hydrogen-3

_{tritium), selenium-75, iron-59 or Mock-ledime.126 for distribution to

persons generally ticensed by the Agreement Stata, ~

{2) Unless the following statement, or a substantially similar
statement which contsins the information called for in the following
statement, appears on a label affixed to each prepackaged unit or
appears in.a leafiet or brochure which accompanies the package:?

This radioactive material may be received, acquired, possessed, and
used only by physicians, veterinarians In the practice of veterinary
medicine, clinical leboratories or hospitals and only for in vitro clinical
or laboratory tests not involving internal er external administration of
the material or the radiation therefrom, to human beings or anima
lts receipt, acquisition, possession, use, and transfer are subject to ti

" regulations and a generel lieense of the U.S, Nuciesr Regilatory Com-

mission or of a State with which the Commission has entered into an
agreement for the exercise of regulatory authority.

——— . am "_\ /
L ] !‘* i \,J
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Name of manufacturer

{e) Tha registrant possessing or using byproduct materials under the
general- license of paragraph (a) of this section shall report in writing to
the Director of Nuclear Material Safety and Safeguards any changes
in the information furnished by him in the “Registration Certificate—In
vitro Testing with Byproduct Material Under Geners) Licenge,” NRC
Form 433. The repart shall be furnished within 30 days after the
effective date of such change,?

{f) Any person using byproduct material pursuant to the general

" license of paragraph (a) of this section is exempt fram the requirements

of Parts 19, 20 and 21 of this chapter with respect to byproduct
materials covered by that general license, except that such persons
usmg the Mock lodine-125 described in paragraph (a)(7) of this section
shall comply with the provisions of § 20.301, /20.402 and 20.403 of
this chapter,

L o . NOTES

Fem e 1A State to which cenam regulatory authomy over radncacuve matenal has been transierred by forma! agreement, pursuam 10 scctmn 274 of the

. Atomic Energy Act of 1954, as amendad.

R ~

2Material gen-erally licensed ‘under this section prior to Januarv 19 1975 may ‘Bear labels authonzed by the regulations in effeg; on Januarv I

192; A

I ‘newt tr!pncata set of th:s‘Registranon Certi¥icate,  NAC Form 483 ma

2s required by § 31.11{e). .

o s Y

Y E‘e‘?‘ed to report any. Change of !f'formaﬂon furnished bya registran' B

if targer quantities oy other forms of byproduct material than thoss specnﬂed In the general hcense of 10 CFR 31.11 sre required, an “Applic
tion for Byproduct. Materfal License,”” NRC Form 313 should be filed to obtain a specific byproduct. material license. Copies of application and
registration forms may be obtained from the Medical, Academic and Commerc;al Use Saf’ety Branch (6H3l Dlvislon of lndustnal and Mad;cal Nuclear

Safety, United States Nuclesr Rsgulatory Commission , Washington, DC 20556.

A



